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Exhibit fB 510(K) SUMMARY

This summary of 510(k) safety and effectiveness information is being

submitted in accordance with the requirements of SMDA 1990 and 21 CFR §

807. 92.

The assigned 510(k) number is: 1Q LI

Submitter:

Shenzhen Mindray Bio-medical Electronics Co., LTD

Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,

Nanshan, Shenzhen, 518057, P. R. China

Tel: +86 755 2658 2888

Fax: +86 755 2658 2680

* Contact Person:
Li Dongling
Shenzhen Mindray Bio-medical Electronics Co., LTD

Mindray Building, Keji 12th Road South, Hi-tech Industrial Park,

Nanshan, Shenzhen, 518057, P. R. China

Date Prepared:

May 31, 2005

Name of the device:

* Trade/Proprietary Name:

DP-6600 Digital Ultrasonic Diagnostic Imaging System

* Common Name: Ultrasonic Imaging System and Transducers

* Classification
Regulatory Class: II

Review Category: Tier II

21CFR 892.1560 Ultrasonic Pulsed Echo Imaging System (90-IYO)

21CFR 892.1570 Diagnostic Ultrasound Transducer (90-ITX)
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Legally Marketed Predicate Device:

K990490 SSA-320A JUST VISION 200 Ultrasound Imaging System

Description:

The DP-6600 Digital Ultrasonic Diagnostic Imaging System is a general

purpose, portable, software controlled, ultrasound diagnostic system.

This ultrasonic device is designed to project ultrasound waves into

body tissue and to present the returned echo information on the

monitor. The resulting information is displayed in B-Mode, M-Mode,

or in the combined mode (i.e. B/M-Mode). This system is a Track 1

device that employs an array of probes that include linear array and

convex linear array with a frequency range of approximately 2 MHz to

10 MHz.

Statement of intended Use:

The system is a general-purpose, fully digital ultrasound system for

abdominal, gynecologic and obstetric, small parts, and cardiac

applications.
The DP-6600 digital ultrasonic diagnostic imaging system is intend

to used for the following type of studies: fetal organ, abdominal,

pediatric, small organs, neonatal cephalic, cardiac, transvaginal,

peripheral vascular, and musculo-sleletal (both conventional and

superficial). This device is intended to adult, pregnant woman,

pediatric and neonate. The DP-6600 digital ultrasonic diagnostic

imaging system is a prescription device intended to be used by or on

the order of a physician or similarly qualified health care

professional. This Device is not intended for home use.

Technological Characteristics:

The DP-6600 digital ultrasonic diagnostic imaging system

incorporates the same fundamental technology as the predicate device.

The device has been tested as Track 1 Device per the FDA Guidance

document "Information for Manufacturers Seeking Marketing Clearance

of Diagnostic Ultrasound Systems and Transducers" issued September

1997. The acoustic output is measured and calculated per NEMA UD 2

Acoustic Output Measurement Standard for Diagnostic Ultrasound

Equipment: 1998. All transducers used with the DP-6600 digital

ultrasonic diagnostic imaging system are track 1. All patient contact
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materials are biocompatible.
The technology characteristics of the DP-6600 digital ultrasonic

diagnostic imaging system do not affect the safety or efficacy of the

device. Any safety issues raised by a software controlled medical

device are either the same as the issues already addressed by the

predicate device or are addressed in the system hazard analysis or

in the system validation.

Testing:

Laboratory testing was conducted to verify that the DF-6600 digital

ultrasonic diagnostic imaging system met all design specification and

was substantially equivalent to the currently marketed Toshiba

SSA-320A JUST VISION 200 Ultrasound Imaging System. The device has

been found to conform to applicable medical device safety standards

in regards to thermal, mechanical and electrical safety as well as

biocompatibility. Acoustic output is measured and calculated

according to "Acoustic Output Measuring Standard for Diagnostic

Ultrasound Equipment (NEMA 1998)"

Applicable Standards

The DP-6600 digital ultrasonic diagnostic imaging system conforms to

the following Standards:

NEMA UD 2 Acoustic Output Measurement Standard for Diagnostic

ultrasound Equipment: 1998
IEC 60601-1
IEC 60601-1-2

Clinical Test:

No clinical testing was required

Conclusion:

The conclusions drawn from testing of the DP-6600 Digital Ultrasonic

Diagnostic Imaging System demonstrates that the device is as safe and

effective as the legally marketed predicate device, the SSA-320A JUST

VISION 200 Ultrasound Imaging System, Kf990490.
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